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VAST AMOUNT OF GENOMIC DATA IS PRODUCED
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Human genome
sequencing
capacity in 2015
is beyond
72000 TB
per year

Amount of
sequencing data
available in

dbGaP in 2014:
~ 500 TB

The Database of
Genotypes and
Phenotypes (dbGaP)
started to operate from

2007

Kovalevskaya NV, Whicher C, Richardson TD, Smith C, Grajciarova J, et al. (2016) DNAdigest and Repositive: Connecting the World
of Genomic Data. PLOS Biology 14(3): €1002418. https://doi.org/10.1371 /journal.pbio.1002418


簡報者
簡報註解
Planning for the Database of Genotypes and Phenotypes  (dbGaP) began in 2006 and the database received its first request for data in mid-2007


DIFFICULTIES

FRAGMENTED CULTURE OF SHARING

Lack of data sharing habits in

Poor visibility of available Huge overhead to manage
research culture

genomic data data access

Fiona Nielsen: Human Genomic Data Discoverability,
Data Dialogue, Cambridge — July 28th 2016


簡報者
簡報註解
Data is fragmented in unconnected silos – makes it very difficult to discover data

Tracking data and working with data access requests is a time-consuming and bureaucratic exercise

Difficult to build a user community without best practices and tools/platforms where users can share their data experience / findings
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BBMRI-ERIC
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Ahlblad-Bordi, Report of the Expert Group Appointed to Evaluate
the Integration of Finnish Biobanks, 15 (2016), https://stm.fi/
documents/1271139/3226819/FBB-EG-Report1_woannex_pdf/
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Definition of Scientific Research Purpose
(REMREBNZESR

Defining scientific research is crucial because of the research exceptions

Scientific research:
-interpreted in a broad manner (B2 2 1E)
-including privately funded research (FA AZBH#H3%), and

- studies conducted in the public interest (/A% %)
in the area of public health (AL &E4E)
(Recital 159)

!

Proposal (Recital 126):
-'broad manner’, and
- studies for public health were missing



簡報者
簡報註解
GDPR Recital (159) For the purposes of this Regulation, the processing of personal data for scientific research purposes should be interpreted in a broad manner including for example technological development and demonstration, fundamental research, applied research and privately funded research. In addition, it should take into account the Union's objective under Article 179(1) TFEU of achieving a European Research Area. Scientific research purposes should also include studies conducted in the public interest in the area of public health. To meet the specificities of processing personal data for scientific research purposes, specific conditions should apply in particular as regards the publication or otherwise disclosure of personal data in the context of scientific research purposes. If the result of scientific research in particular in the health context gives reason for further measures in the interest of the data subject, the general rules of this Regulation should apply in view of those measures. 

PROPOSAL Recital (126) Scientific research for the purposes of this Regulation should include fundamental research, applied research, and privately funded research and in addition should take into account the Union's objective under Article 179(1) of the Treaty on the Functioning of the European Union of achieving a European Research Area.


NIH Data Submission and Access

Data Submission
Genotype & Phenotype Data

(data use limitations specified)

1

dbGaP—NIH
Genomic
Data Repository

N\

* Coded Genotypes
Study Protocol Phenotypes

Descriptive Information .+ Aggregate Data

Controlled-Access

e PI

aff

NIH’s Genomic Data Sharing Policy Overview
https://osp.od.nih.gov/scientific-sharing/genomic-data-

Data Access

All potential users

l

Data Access
Request

Co-signed by institution
e Agree to terms of use
agrees to Code of Conduct

l

Data Access
Committee

Review data use limitations

sharing/


https://osp.od.nih.gov/scientific-sharing/genomic-data-sharing/

Repositories for Human Genomic Data

Unrestricted-access: data are accessible to anyone via
public website (previously referred to as “open access”)

o e.g., 1000 Genomes project

Controlled-access: data are available to an investigator for a specific
project only if certain stipulations are met

= e.g., dbGaP, Cancer Genomics Hub

https://osp.od.nih.gov/scientific-sharing/genomic-data-

sharing/



https://osp.od.nih.gov/scientific-sharing/genomic-data-sharing/

WHAT TO DO NEXT?

Central EGC

- ZE(NHRI) /Bl

- B OIEE MR

Data Access Committee

- Data Sharing Policies: Cross-border multi-center collaboration
- Unrestricted Access/ Controlled Access

- Token system (priority setting)?

ELSI 2.0

- public engagement
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ELSI

BBMRI-ERIC supports the biobanking community by facilitating compliance with regulatory requirements and best practice standards.
Given that the proper consideration of ethical, legal and social issues (ELSI) is key to any biobanking activity, we provide services and tools
for researchers who would like to be informed of ELSI matters or have specific ELSI guestions.

OUR SERVICES

The ELSI Knowledge Base

The ELSI Knowledge Base is an open-access resource platform,
containing practical knowledge and information on relevant ELSI
topics.

To find out more, please click here.

The ELSI Helpdesk

The ELSI Helpdesk is a personalised support service for researchers
involved in biobanking activities. If you have an ELSI question, please
email: elsi@helpdesk.bbmri-eric.eu

Click here to find out more about the ELSI Helpdesk.

The Ethics Check

The Ethics Check is a dedicated service for researchers who are
applying for H2020 research projects. We check and review the
compulsory Ethics Self-Assessment section during the application
phase. To find out more, please click here.




FAIR data: Findable, Accessible, Interoperable, Reusable

MAKE DATA CONTRIBUTE TO
DISCOVERABLE COMMUNITY

Fiona Nielsen: Human Genomic Data Discoverability,
Data Dialogue, Cambridge — July 28th 2016


簡報者
簡報註解
FAIR data: https://www.force11.org/group/fairgroup/fairprinciples 


Thank you for your attention!
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